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Gorincham, January 4, 2002

Re ¢ Chemical Right fo Know Program

Dear administratar,

Herewith | submit, on behalf of PURAL America Ing.. the proposed lest plan
together with the robust summary and the data on the SI0S endpoints for
the chemical lactic acid, CAS number 50-21=5 { T8:-33-4 . You will fird ali
irformation in the ZIP file altached 1o this madl, The content of the ZiP file is
given below, | undersiand that there will be a 120 days review period for the
test plan. | trust thet 2 comments received by the EPA will be forwarded to
FURAL, for iy attention.

it iz good to mention that PURAC America Ine. was committed 1o send in
data on CAS number 50-21-5, which is the racemic form of lactic acid.
Howesrer, my comipany and mast other suppliers of lactic acid, only
manufacture the natural form of lactic acid, Li+) lactic acid, Most data
available m publc Iterature are about the L{+) form and most studies done
hanve been parformed wilh L{+)} lachic acid, According 1o us, 8§ made senae
theretor to base the files on L{+) laclic acld { CASS T8-33.4 ),

Li+} Lactc Acid is an organic acid, which is an essential elemem of human
medabolsm. Each human being melabolises between 125 and 150 grams of
L{+} Lactic Acid daily. Therefor risk issues an not {0 be expected.

L{+} Lactic Acid has a GRAS status which can be found in 21 CFR §
184 1061, L{+) Lactic Acid is also included in the TSCA, list,

Li+} Laclic Acid has been appioved as a food addilive (E 2700, without
resinclions under Européan legistation.
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Please feel frea to contact me {at felephone +31 183 685730 or e-mall
Lvan.dongeniipurac.com } in case you have questions conceming this
application.

Yours sincanaly

T van Dongen
Corporate QA&RA Manager

Encl, A zip file [HPY 78_33_4] with:

» This hetter [lettar right to know 50-21-5_dox]

« Robust summary and test plan  [hpy test plan ustification & test plan
50-21-5.d0c]

» HS-Word on Li+) Lactic Acid [HPY data & 21 5 doc)



